United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 



10/587,941 10/20/2006 YujiMiyahara 2006_1275A 1015 



513 7590 05/28/2009 

WENDEROTH, LIND & PONACK, L.L.P. 
1030 15th Street, N.W., 
Suite 400 East 

Washington, DC 20005-1503 



EXAMINER 



BABIC, CHRISTOPHER M 



PAPER NUMBER 



1637 



MAIL DATE 



05/28/2009 



DELIVERY MODE 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 



The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



\JI 1 1 Ot? n\* If SJtl OUffffffCff y 


Application No. 

10/587,941 


Applicant(s) 

MIYAHARA ET AL. 


Examiner 

CHRISTOPHER M. BABIC 


Art Unit 

1637 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^l Responsive to communication(s) filed on 10 March 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 10-27 is/are pending in the application. 

4a) Of the above claim(s) 18-27 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) |EI Claim(s) 10-17 is/are rejected. 

7) \Z\ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) L~H The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 02 August 2006 is/are: a)E3 accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|E| All b)Q Some * c)Q None of: 

1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Paper No(s)/Mail Date. . 

5) [~ J Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20090521 



Application/Control Number: 10/587,941 Page 2 

Art Unit: 1637 

DETAILED ACTION 

Election/Restrictions 

Applicant's election of group I, claims 10-17, in the reply filed on March 10, 2009 
is acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). Thus, the restriction requirement is still 
deemed proper and hereby made FINAL. As such, claim(s) 18-27 are withdrawn from 
further consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected 
invention. 

Information Disclosure Statement 

Applicant is advised that if an English translation of a cited foreign language 
reference is not provided, it will not be considered. Abstracts will be considered if a 
proper translation is provided. 

Claim Rejections - 35 USC §112- Indefmiteness 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 10-17 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

(a) Claims 10 and 13-17 are incomplete for omitting essential steps, such 
omission amounting to a gap between the steps. See MPEP § 2172.01 . The omitted 
steps are: an active requirement to provide three separate field effect devices (FET) 
with or without the appropriate immobilized probe molecule. Step (e) requires 
introducing buffer liquid to a first, second, and third FET; however, there are no active 
steps requiring the providing of such devices and delineation of the appropriate probe 
molecules (normal, mutant, or none). An amendment requiring the contact of the target 
gene with the three appropriate FETs would obviate the instant grounds of rejection. 
Claims 1 1 and 1 2 require two of the three appropriate FETs, but fail to require the third 
FET comprising no immobilized probe. 

Such missing requirements also lead to confusion as to what FET the final 
measuring step of step (e) is referencing. 

(b) The term "Taq DNA polymerase" renders the metes and bounds of the 
invention unclear. The claimed invention refers to the DNA polymerase from Thermus 
aquaticus by it's commonly used nickname within the art. However, it is unclear if such 
a nickname encompasses the variations of the wild-type Thermus aquaticus DNA 
polymerase enzyme such Klentaq, Amplitaq, etc., and the specification provides no 
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guidance. Such variations have different enzymatic properties (e.g. processivity, 
exonuclease activity, etc.) and would change the scope of the invention. 

Prior Art Search 

The claims are free of the prior art, but are rejected for other reasons. The 
closest prior art, Cailloux (U.S. 2003/0186262 A1), teaches methods of DNA mutation 
detection on an FET device; however, such disclosure fails to teach or fairly suggest the 
extension of immobilized probes with all four dNTPs as well as the measuring of a third 
FET comprising no immobilized probe. Claims 10-17 would be allowable if rewritten or 
amended to overcome the rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in 
this Office action. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher M. Babic whose telephone number is 814- 
880-9945. The examiner can normally be reached on Monday-Friday 10:00AM to 
6:00PM EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Christopher M. Babic/ 
Patent Examiner 
Art Unit 1637 
Technology Center 1600 



